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Name of Product Spasmalgon®

Strength / Potency 500/5.0/0,1mg

 Dosage Form Tablets

Pack size and type

1x10 blister , 58.060 pcs

Country

Russia

Marketing authorization number

No 13079/01

. Batch number

1904378 / 1904261

1 Address
71 Authorization number
-

Compliance

Date of Manufacturing 04.2019.
| Date of Packaging 06.05.19.
Expiry date 04.2021.
API Manufacturing site: Metamizole Sodium
7 Name SHANDONG XINHUA PHARMACEUTICAL

CO. LTD.
Manufacturing sites:
14 Dongyi Road, Zhangdian District

Eudra GMP reference number or certificate of GMP 255 005 Zibo, Shandong Province, China

Huitan Chemical Industrial Zone, Zibo,
Shandong, P.R. China

API Manufacturing site:
7 Name

77 Address
71 Authorization number

GMP Compliance

m Eudra GMP reference number or certificate of

Pitofenone Hydrochloride

R L FINE CHEMManufacturing site:

No. 15, Karnataka Housing Board

Industrial Area, Yelahanka
Bangalore 560 064, India

API Manufacturing site:
T Name

1 Address

‘1 Authorization number

GMP Compliance

n Eudra GMP reference number or certificate of

Fenpiverinium Bromide

R L FINE CHEMManufacturing site:

No. 15, Karnataka Housing Board

Industrial Area, Yelahanka
Bangalore 560 064, India

Bulk Manufacturing site :
Name

Address
Authorization number

NS R N |

| Compliance

Eudra GMP reference number or certificate of GMP

PC! Zdravlje AD,
Vlajkova 199 ,16000 Leskovac, Serbia

515-04-05933/2018-11

lMT/OO6HM/201 8
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I Packaging site :
1 Name
‘ 71 Address

Authorization number

‘ "I Eudra GMP reference number or certificate of GMP

|PCI Zdravije AD,
Vlajkova 199 ,16000 Leskovac, Serbia
515-04-05933/2018-11

MT/006HM/2018

| Compliance
| Testing site : Zravi
7 Name PCI Zdravlje AD,
7 Address Vlajkova 199 ,16000 Leskovac, Serbia

‘ 7 Authorization number

‘ 1 Eudra GMP reference number or certificate of GMP

Compliance

515-04-05933/2018-11

MT/006HM/2018

Batch release site:
T Name
1 Address

PCI Zdravije AD,

Vlajkova 199 ,16000 Leskovac, Serbia

e Authorization number
» Eudra GMP reference number or certificate of
GMP Compliance

515-04-05933/2018-11

MT/006HM/2018

Reference of Certificate of analysis

Refer to a separate CoA which must be dated,
signed and attached to this certificate

FArtwork reference number / version

e PIL

e Label
e Blister
¢ Box

Pil AAAK5465
Label n/a
Blister/foil AAAG7466
Box AAAJ4191

' Finished product Storage conditions

Store in a dry and light-protected place,
lat temperature not more than 25° C.

Deviation reference (where applicable)

n/a

gatement

| hereby certify that the above information is authentic and accurate. This batch of product have
been manufactured including packaging/Labelling and quality control at the above mentioned
site(s) in full compliance with the GMP requirements of the local Regulatory authority and with the
‘ specifications in the Marketing authorization of the country. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP

' Name and position/title of person authorizing
| the batch release

| Tatjana Miljkovic ,QP

Signature of person authorizing the batch
| release

Date of signature

[: Copying of blank form is allowed
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Actavis

CEKTOP KAYECTBA

Tel: +381 16 202 000

Fax: +381 16 254 125
info_operations@actavis.rs
WWW.actavis.rs

Reg. br: 07204817

CEPTUO®UKAT AHAJTU3A

Zdravlje AD Leskovac
Viajkova 199

16000 Leskovac
Srbija

PiB: 100330231
PDV: 127728720

Marepuan :91719  CMNA3MAJTOH® Ttabnetku 500/5/0,1 x 10
Cepun : 1904378
PbiHOK : Poccuinckas degepaums KonuuectBo/Ho.ynak.  : 58.060 LUT
Ho.npegnucaHua ana nccnenoBaHnsa : P.85315 Hdarta npousBogcTea 1 04/2019.
DaTa aHanu3a :27.05.19. Cpok rogHocTH : 04/2021.
MNapameTpbl TpebosaHuna kavecTBa PesynbTar
Onwvcanve Kpyrnsle, nnockue TabneTkn ¢ ackoii U ¢ PUCKOW C OAHOW CTOpoHobI, Gestoro
vnu novTk Benoro useTa. CooteeTcrayeT
MognuHHoCTb | MeTamuson Hatpus (YO-cnekTpodoToMeTpUs)
YnbTpathroneToskIiA CNEKTP NOTMOWEHWs pacTBOpa npenapara B o6nacTty ot 230
10 300 HM JOMKEH MMETL MakCUMYM NOTTOLLUEHUS NPY [UTUHE BOTHb} (257 + 2)
HM. CooTBeTtcTBYET
MoanuHHocTs |l MutocbeHona ruapoxnopua (BIXX)
Bpema yaepxviBaHns OCHOBHOIO NvKa Ha XpOMaTorpaMMe UCALITYEMOro pacTeopa
AOIHKHO COOTBETCTBOBATL BPEMEHW YAEPKUBAHUA OCHOBHOIO NUKa MUTOEHOHA
rMAPOXNOpUAa Ha XpOMATOrpamMmme CTaHOapTHOTO PAacTROPA.
dennueepuHun Gpomua (BIXKX)
Bpems yaepxvBaHuA OCHOBHOTO NKa HAa XpOMaTarpamme UCrbITyeMoro pacteopa
[0MKHO COOTBETCTBOBATL BPEMEHU YAEPKMBAHNA OCHOBHOMO MUKa heHNMBEpUHNS
Gpomnaa Ha xpomarorpaMme CTaHAapTHOrO pacTeopa. CooTsercrayeT
MocTopoHHme npumecn BIXKX 4 — METUINAMWHOAHTMNUPWHE
He 6onee 1,0 %
He Bonee 1,0 % 0,2
Pacnapaemocts He 6ories 15 muH
EBp.®. unu e Xl
He Gonee 15 MUH 3
OaHOpPOAHOCTE A03UPOBaHUSA -MeTaMu3ona HaTpus
Esp.@. nau IF'd Xili cnocot 2
He Gonee 15,0 2,8
OpHopopHOCTL 403MpoBaHUA -nnTocheHoHa rmapoxnopug
Esp.®. unum I'® Xl cnocob6 1
He Gonee 15,0 4.8
OpHOPOOHOCTL A03UPOBAHNSA -thbeHnmBepyHWs Gpomng
Esp.®. vnu e Xl cnocob 1
He Gonee 15,0 6.8
Konuuects.onpegenexve Metamuson Hatpust  TUTPUMETPUHECKUIA
Ot 475,0 oo 525,0 mr
475,0 525,0 MI/T6n 486,8
Konuuects.onpepen.MurodeHoHa rmapoxnopuaBIXX
OT14,5005,5mr
4,5 55 Mr/T6n 4,9
KonuuecTts.onpegen.®exnueepunng Gpommg  BOXKX
010,08 00 0,12 Mr
0,080 0,120 Mr/T6n 0,110
Mukpoburonoruyeckas yucrota Esp.®. nnm ' Xlll, kateropus 3 A CootBeTcTBYET
O6Lee YMCNO aapoBHLIX MAKPOOPraHU3MoB  He Gonee 103 KOE B 1 r
He Gonee 1000 KOE/r <10
ZP.SKK.088 /5.0 CTPAHMUbLI: 1 OT 2
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CEKTOP KAYECTBA

Zdravlje AD Leskovac
Viajkova 199

16000 Leskovac
Srbija

PiB: 100330231
PDV: 127728720

Matepuan 191719 CMA3SMANIOH® TabneTtkun 500/5/0,1 x 10
Cepun : 1904378
MNapameTpbi TpeGoBaHus KayecTBa PesynbTart
OBlLLee YMCTo APOXCKEBbIX U MNecHeBLIX rpuGosHe Gonee 102 KOE B 1 r
He Gonee 100 KOE/r <10

Escherichia coli oTcyTcTBUEe B 11 CooTtBetcTBYET
Ynakoeka Mo 10 TabreTtok B TpexcnoiHon MNBX/MNBA/MBX nneHke v anioMUHUEBOI oMb,

1 BrvcTep BMECTE € MHCTPYKLWEN N0 NPUMEHEHWIO B KAPTOHHYIO MaviKy. CooTBeTcTBYET
XpaHeHue Mpn Temnepatype He Boiwe 25°C. CooteeTcrByeT
Cpok rogaHocT 2roga CooTaeTtcTayeT

OueHka PA3PELUEHHO

TexHuyeckunin copaboTHUK \/ e, _&:{r’mm M_/_ﬂ
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( Tatjana Milikovic )

ZP.SKK.088/5.0
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